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THE  SECRETARY  OF  HEALTH  AND  HUMAN  SERVICES 


WASHINGTON.  D  C  20201 


JAN  13  1993 


The  Honorable  Dan  Quayle 
President  of  the  Senate 
Washington,  D.C.  20510 

Dear  Mr.  President: 

This  letter  serves  as  the  final  report  on  "Medicaid  Coverage  for  HIV-Positive 
Individuals  Demonstration."  It  has  been  prepared  to  comply  with  section  4747  of 
Public  Law  101-508,  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1990. 

Section  4747  of  OBRA  1990,  signed  into  law  on  November  5,  1990,  mandated  the 
implementation  of  a  demonstration  to  assess  the  impact  of  Medicaid-covered  services 
provided  to  HIV-positive  individuals  in  the  early  stages  of  infection,  and  prior  to 
Medicaid  eligibility,  compared  to  control  group  participants  who  receive  the  standard 
Medicaid  benefit  package  once  they  become  eligible  for  Medicaid  coverage.  The 
statutory  requirements  included  the  following: 

Two  demonstration  projects  in  different  States;  each  must  involve  the  participation 
of  a  hospital  and  at  least  one  other  nonprofit  organization  with  a  demonstrated 
record  of  case  management  of  patients  who  have  tested  positive  for  the  presence 
of  the  HIV  virus; 

Medicaid  coverage  for  individuals  whose  income  and  resources  do  not  exceed  the 
maximum  allowable  amount  for  eligibility  for  any  individual  in  any  category  of 
disability  under  the  State  plan  under  section  1902  of  the  Social  Security  Act  and 
who  have  tested  positive  for  the  presence  of  the  HIV  virus  (without  regard  to  the 
presence  of  any  symptoms  of  AIDS  or  opportunistic  diseases  related  to  AIDS); 

Enrollment  in  each  project  of  not  more  than  200  individuals; 

A  control  group  in  each  project  of  individuals  who  are  not  receiving  State  or 
Federal  payments  for  medical  services  (or  other  payments  from  private  insurance 
coverage)  before  developing  symptoms  of  AIDS; 
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A  3-year  period  of  duration,  with  spending  limited  to  $5  million  in  Federal 
expenditures  for  services  in  fiscal  year  (FY)  1991,  $12  million  in  FY  1992,  and 
$13  million  in  FY  1993; 

A  system  of  monthly  payment  to  each  participating  entity  to  be  established  within 
12  months  of  the  start  of  services  under  the  demonstration  and  based  on  the 
average  per  capita  cost  of  services;  and 

A  report  to  Congress  outlining  the  results  of  the  evaluation  is  to  be  made 
available  no  later  than  6  months  after  termination  of  the  demonstration  projects. 

The  solicitation  followed  closely  the  guidelines  as  specified  in  the  legislation.  The 
legislation  specified  that  the  projects  would  be  awarded  no  later  than  3  months  after 
enactment  of  OBRA  1990.  However,  because  a  solicitation  to  the  States  was  required, 
this  date  was  impossible  to  meet.  The  solicitation  for  applications  was  mailed  to  each 
State  Medicaid  agency  on  November  15,  1991.  In  addition,  more  than  60  copies  of 
the  solicitation  were  distributed  to  interested  organizations.  The  solicitation  was  not 
published  in  the  Federal  Register  because  all  potential  applicants  were  contacted 
directly.  The  closing  date  for  receipt  of  applications  was  February  10,  1992,  allowing 
for  approximately  90  days  to  develop  the  application.  A  copy  of  the  solicitation  is 
enclosed.  Unfortunately,  no  State  responded  to  the  solicitation. 

The  legislation  authorized  funding  for  FYs  1991-1993.  Awards  were  to  be  made  in 
May  1992,  and  the  delivery  of  services  would  not  have  commenced  until 
November  1992  (FY  1993),  after  a  6-month  development  phase.  It  therefore  would 
have  been  necessary  to  authorize  additional  funds  for  FYs  1994  and  1995  to  provide 
for  a  3-year  demonstration.  The  solicitation  included  a  caveat  that  if  funding  were  not 
authorized  for  FYs  1994  and  1995,  the  demonstration  would  be  terminated. 

A  number  of  reasons  for  the  States'  lack  of  response  have  been  established: 

o    Fiscal  restraint  in  the  State's  precluded  them  from  engaging  in  the  demonstration 
due  to  a  requirement  for  State  matching  funds. 

o    States  with  more  liberal  programs  had  difficulty  defining  a  control  group,  as  was 
mandated  in  the  legislation.  In  these  States,  many  potential  control  group 
participants  would  likely  have  some  form  of  insurance  already  available  to  them. 
Moreover,  some  States  could  not  reconcile  the  ethical  dilemma  presented  by 
denying  available  treatment  to  control  group  participants  until  they  became  eligible 
for  Medicaid  coverage. 


Page  3  -  The  Honorable  Dan  Quayle 

o  Several  States  did  not  apply  because  they  believed  that,  with  only  two  awards  to 
be  made,  the  States  with  the  greatest  incidence  of  HIV/AIDS  would  be  selected 
for  funding. 

o  The  magnitude  of  Ryan  White  funding  in  certain  States  may  have  influenced  the 
decision  not  to  submit  an  application  for  this  demonstration. 

o    The  demonstration  could  not  assure  funding  for  3  years,  and  States  were 
apprehensive  about  applying  under  such  conditions. 

o  Some  States  did  not  have  adequate  staff  resources  to  devote  to  the  development 
of  the  application. 

o    The  solicitation  required  the  applicant  to  provide  technical  information,  e.g.,  the 
methodology  for  determining  the  capitated  rate  that  was  to  be  established  during 
the  second  year  of  the  demonstration.  Some  States  did  not  have  available 
technical  staff  to  develop  such  aspects  of  the  application. 

We  regret  that  the  States  did  not  respond  to  this  solicitation.  Since  the  funding 
authorization  expires  in  FY  1993,  we  have  no  plans  to  reissue  the  solicitation.  We  will 
continue  to  conduct  research  to  determine  what  State  Medicaid  programs  are  doing  to 
cover  individuals  with  AIDS. 


Sincerely, 


Louis  W.  Sullivan,  M.D. 


Enclosure 


THE  SECRETARY  OF  HEALTH  AND  HUMAN  SERVICES 
WASHINGTON.  D.C.  20201 


JAN  13  1993 


The  Honorable  Thomas  S.  Foley 
Speaker  of  the  House  of 

Representatives 
Washington,  D.C.  20515 

Dear  Mr.  Speaker: 

This  letter  serves  as  the  final  report  on  "Medicaid  Coverage  for  HIV-Positive 
Individuals  Demonstration."  It  has  been  prepared  to  comply  with  section  4747  of 
Public  Law  101-508,  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1990. 

Section  4747  of  OBRA  1990,  signed  into  law  on  November  5,  1990,  mandated  the 
implementation  of  a  demonstration  to  assess  the  impact  of  Medicaid-covered  services 
provided  to  HIV-positive  individuals  in  the  early  stages  of  infection,  and  prior  to 
Medicaid  eligibility,  compared  to  control  group  participants  who  receive  the  standard 
Medicaid  benefit  package  once  they  become  eligible  for  Medicaid  coverage.  The 
statutory  requirements  included  the  following: 

-    Two  demonstration  projects  in  different  States;  each  must  involve  the  participation 
of  a  hospital  and  at  least  one  other  nonprofit  organization  with  a  demonstrated 
record  of  case  management  of  patients  who  have  tested  positive  for  the  presence 
of  the  HIV  virus; 

Medicaid  coverage  for  individuals  whose  income  and  resources  do  not  exceed  the 
maximum  allowable  amount  for  eligibility  for  any  individual  in  any  category  of 
disability  under  the  State  plan  under  section  1902  of  the  Social  Security  Act  and 
who  have  tested  positive  for  the  presence  of  the  HIV  virus  (without  regard  to  the 
presence  of  any  symptoms  of  AIDS  or  opportunistic  diseases  related  to  AIDS); 

Enrollment  in  each  project  of  not  more  than  200  individuals; 

A  control  group  in  each  project  of  individuals  who  are  not  receiving  State  or 
Federal  payments  for  medical  services  (or  other  payments  from  private  insurance 
coverage)  before  developing  symptoms  of  AIDS; 
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A  3-year  period  of  duration,  with  spending  limited  to  $5  million  in  Federal 
expenditures  for  services  in  fiscal  year  (FY)  1991,  $12  million  in  FY  1992,  and 
$13  million  in  FY  1993; 

A  system  of  monthly  payment  to  each  participating  entity  to  be  established  within 
12  months  of  the  start  of  services  under  the  demonstration  and  based  on  the 
average  per  capita  cost  of  services;  and 

A  report  to  Congress  outlining  the  results  of  the  evaluation  is  to  be  made 
available  no  later  than  6  months  after  termination  of  the  demonstration  projects. 

The  solicitation  followed  closely  the  guidelines  as  specified  in  the  legislation.  The 
legislation  specified  that  the  projects  would  be  awarded  no  later  than  3  months  after 
enactment  of  OBRA  1990.  However,  because  a  solicitation  to  the  States  was  required, 
this  date  was  impossible  to  meet.  The  solicitation  for  applications  was  mailed  to  each 
State  Medicaid  agency  on  November  15,  1991.  In  addition,  more  than  60  copies  of  the 
solicitation  were  distributed  to  interested  organizations.  The  solicitation  was  not 
published  in  the  Federal  Register  because  all  potential  applicants  were  contacted 
directly.  The  closing  date  for  receipt  of  applications  was  February  10,  1992,  allowing  for 
approximately  90  days  to  develop  the  application.  A  copy  of  the  solicitation  is  enclosed. 
Unfortunately,  no  State  responded  to  the  solicitation. 

The  legislation  authorized  funding  for  FYs  1991-1993.  Awards  were  to  be  made  in  May 
1992,  and  the  delivery  of  services  would  not  have  commenced  until  November  1992 
(FY  1993),  after  a  6-month  development  phase.  It  therefore  would  have  been  necessary 
to  authorize  additional  funds  for  FYs  1994  and  1995  to  provide  for  a  3-year 
demonstration.  The  solicitation  included  a  caveat  that  if  funding  were  not  authorized 
for  FYs  1994  and  1995,  the  demonstration  would  be  terminated. 

A  number  of  reasons  for  the  States'  lack  of  response  have  been  established: 

o       Fiscal  restraint  in  the  States  precluded  them  from  engaging  in  the  demonstration 
due  to  a  requirement  for  State  matching  funds. 

o        States  with  more  liberal  programs  had  difficulty  defining  a  control  group,  as  was 
mandated  in  the  legislation.  In  these  States,  many  potential  control  group 
participants  would  likely  have  some  form  of  insurance  already  available  to  them. 
Moreover,  some  States  could  not  reconcile  the  ethical  dilemma  presented  by 
denying  available  treatment  to  control  group  participants  until  they  became 
eligible  for  Medicaid  coverage. 
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o  Several  States  did  not  apply  because  they  believed  that,  with  only  two  awards  to 
be  made,  the  States  with  the  greatest  incidence  of  HIV/AIDS  would  be  selected 
for  funding. 

o    The  magnitude  of  Ryan  White  funding  in  certain  States  may  have  influenced  the 
decision  not  to  submit  an  application  for  this  demonstration. 

o    The  demonstration  could  not  assure  funding  for  3  years,  and  States  were 
apprehensive  about  applying  under  such  conditions. 

o    Some  States  did  not  have  adequate  staff  resources  to  devote  to  the  development 
of  the  application. 

o    The  solicitation  required  the  applicant  to  provide  technical  information,  e.g.,  the 
methodology  for  determining  the  capitated  rate  that  was  to  be  established  during 
the  second  year  of  the  demonstration.  Some  States  did  not  have  available 
technical  staff  to  develop  such  aspects  of  the  application. 

We  regret  that  the  States  did  not  respond  to  this  solicitation.  Since  the  funding 
authorization  expires  in  FY  1993,  we  have  no  plans  to  reissue  the  solicitation.  We  will 
continue  to  conduct  research  to  determine  what  State  Medicaid  programs  are  doing  to 
cover  individuals  with  AIDS. 


Sincerely, 


Louis  W.  Sullivan,  M.D. 


Enclosure 


DEPARTMENT  OF  HEALTH  AND  HUMAN  SERVICES 
HEALTH  CARE  FINANCING  ADMINISTRATION 


Demonstrations  to  Provide  Medicaid  Coverage 
for  HIV-Positive  Individuals 

SUMMARY:  The  Health  Care  Financing  Administration  (HCFA)  is  soliciting 
applications  from  State  Medicaid  Agencies  for  demonstration  projects  mandated  under 
section  4747  of  the  Omnibus  Budget  Reconciliation  Act  (OBRA)  of  1990  (P.L.  101- 
508).  The  legislation  mandates  HCFA  to  provide  Medicaid  coverage  to  "individuals 
whose  income  and  resources  do  not  exceed  the  maximum  allowable  amount  for 
eligibility  for  any  individual  in  any  category  of  disability  under  the  State  plan  under 
section  1902  of  the  Social  Security  Act  (the  Act),  and  who  have  tested  positive  for  the 
presence  of  HrV  virus  (without  regard  to  the  presence  of  any  symptoms  of  AIDS  or 
opportunistic  diseases  related  to  ADDS)." 

The  demonstration  projects  are  intended  to  provide  the  data  with  which  to 
measure  the  cost  effectiveness  of  providing  Medicaid-covered  services  to  HrV-positive 
individuals  who  are  in  the  early  stages  of  HrV  infection,  rather  than  in  the  later  stages 
of  infection  when  Medicaid  eligibility  may  become  effective.  The  legislation  provides 
for  the  following: 

•  Two  demonstration  projects  in  different  States;  each  must  involve  the  participation 
of  a  hospital  and  at  least  one  other  nonprofit  organization  with  a  demonstrated 
record  of  case  management  of  patients  who  have  tested  positive  for  the  presence 
of  the  HrV  virus  (the  participation  of  more  than  one  hospital  and/or  more  than 
one  nonprofit  organization  is  permitted); 

•  Each  project  is  limited  to  an  enrollment  of  not  more  than  200  individuals; 

•  Projects  must  have  access  to  a  control  group  of  such  individuals  who  are  not 
receiving  State  or  Federal  payments  for  medical  services  (or  other  payments  from 
private  insurance  coverage)  before  developing  symptoms  of  AIDS; 

•  Projects  are  to  be  conducted  over  a  3-year  period,  and  are  limited  to  $5  million  in 
Federal  expenditures  for  services  in  fiscal  year  (FY)  1991,  $12  million  in  FY  1992, 
and  $13  million  in  FY  1993. 

The  Congressional  mandate  specifies  3  operational  years  of  the  demonstration 
and  authorizes  Federal  matching  funds  for  FYs  1991,  1992,  and  1993.  Since 
services  under  the  demonstration  will  not  begin  until  FY  1993,  Congress  will 
have  to  authorize  funds  for  FYs  1994  and  1995  in  order  to  carry  out  a 


2 


3-year  operational  demonstration.  Applicants  should  be  aware  that  if  funding 
is  not  authorized  for  FYs  1994  and  1995,  the  demonstration  will  be 
terminated.  The  research  and  demonstration  funds  for  evaluation-related 
costs  have  been  budgeted  for  all  4  years  of  the  project. 

•  Projects  must  provide  Medicaid  coverage  for  specified  services  (e.g.,  case 
management  and  hospice  services)  in  addition  to  the  Medicaid  benefit  package 
currently  available  in  the  State;  and 

•  The  establishment  of  a  system  of  monthly  payment  to  each  entity  within 

12  months  of  the  start  of  services  under  the  demonstration  based  on  the  average 
per  capita  cost  of  services. 

States  are  encouraged  to  link  with  an  academic  institution  to  assist  with  the 
establishment  of  a  control  group  and  data  collection,  or  may  link  with  an  organized 
HIV  service  coalition  that  has  data  collection  capabilities. 

CLOSING  DATE  AND  TIME  FOR  APPLICATIONS:   The  closing  date  for  grant 
applications  is  February  10,  1992. 

APPLICATION  KITS:  Standard  application  forms  and  related  instructions  are  enclosed 
in  this  package.  Additional  copies  are  available  from,  and  must  be  submitted  to:  Paul 
McKeown,  HCFA  Grants  Officer,  Health  Care  Financing  Adniinistration,  Office  of 
Acquisitions  and  Grants,  Room  364  East  High  Rise,  Security  Boulevard,  Baltimore, 
Maryland  21207,  (410)  966-5157.  Mr.  McKeown  is  also  available  to  answer  questions 
and  provide  guidance  concerning  the  completion  of  the  application  forms. 

FOR  FURTHER  INFORMATION:  Contact  Debbie  Van  Hoven,  Health  Care 
Financing  Administration,  Office  of  Research  and  Demonstrations,  2306  Oak  Meadows 
Building,  6325  Security  Boulevard,  Baltimore,  Maryland  21207,  (410)  966-6625. 

L    AVAILABILITY  OF  GRANTS 

A  GENERAL 

This  special  solicitation  announces  that  HCFA  is  soliciting  applications  from  State 
Medicaid  Agencies  for  demonstration  projects  to  provide  Medicaid-covered  services  for 
individuals  who  have  tested  positive  for  the  HIV  virus.  Only  the  single  State  Agency 
which  administers  the  Medicaid  program  may  submit  the  application. 
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B.  Regulations 

General  policies  and  procedures  that  govern  the  administration  of  all  HHS  grants 
are  located  in  45  CFR  Part  74.  All  applicants  are  urged  to  review  the  uniform  grant 
requirements  established  in  those  regulations. 

H.  BACKGROUND 

Scope  of  Problem 

The  human  immunodeficiency  virus  (HIV)  is  the  agent  that  causes  the  Acquired 
Immunodeficiency  Syndrome  (AIDS).  Both  HIV  infection  and  AIDS  are  generally 
recognized  as  serious  public  health  problems.  Although  there  is  much  uncertainty  about 
the  number  of  people  infected  with  the  HIV  virus,  it  has  been  estimated  that  there  are 
between  800,000  and  1.2  million  HIV-infected  individuals  in  the  United  States.2  Since 
the  identification,  of  AIDS,  there  have  been  gradual  shifts  in  the  populations  affected, 
evolving  from  a  primarily  white,  homosexual  male  disease,  to  one  impacting 
progressively  on  minorities,  women  and  children. 

The  available  data  suggest  that  the  great  majority  of  HIV-infected  persons  will 
eventually  progress  to  AIDS  in  the  absence  of  effective  therapy  to  slow  or  halt  the 
infection's  progression.  As  groups  of  HIV-infected  individuals  are  observed  over  time, 
a  greater  proportion  eventually  develop  AIDS.  As  of  September  1991,  195,718  cases 
of  AIDS  had  been  diagnosed  in  the  United  States,  and  126,159  individuals  had  died.2 

Pathology  of  HIV/AIDS 

HIV  is  transmitted  through  sexual  contact,  the  use  of  contaminated  needles  or 
syringes,  exposure  to  infected  blood  or  blood  products,  and  transplanted  tissue  or 
organs  from  an  infected  donor.  The  virus  may  also  be  transmitted  from  an  infected 
mother  to  her  infant,  either  across  the  placenta  or  during  delivery.5  HIV  impairs  the 
immune  system,  and  potentially  leads  to  the  onset  of  diseases  associated  with  AIDS. 

AIDS  is  a  complicated,  fatal  disease  for  which  there  is  currently  no  cure.  Initial 
HIV  infection  is  followed  by  an  asymptomatic  period  that  can  last  as  long  as  9  or 
10  years.*  During  this  time,  the  virus  reproduces  and  attacks  the  immune  system, 
usually  the  helper  T  lymphocyte  cells.  The  current  theory  is  that  the  virus  infects  these 
cells  by  first  attaching  to  a  specific  molecule,  called  the  CD4,  on  the  cell  membrane. 
Over  the  course  of  HIV  infection,  the  virus  enters  the  cells,  replicates,  and  eventually 
ruptures  the  cell,  dispersing  virus  particles  to  infect  other  cells  *  Consequently, 
alterations  in  helper  cell  number  and  function  are  prominent  in  HIV-infected  persons. 
In  many  persons,  chronic  HIV  infection  leads  to  decreased  helper  cell  numbers  and 
greater  decreases  are  associated  with  more  severe  clinical  illness.6 
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As  the  immune  system  is  weakened,  the  individual  can  develop  a  variety  of 
symptoms  such  as  fever,  weight  loss,  malaise,  fatigue,  loss  of  appetite,  abdominal 
discomfort,  diarrhea,  night  sweats,  headaches,  and  swollen  lymph  glands.  In  the  final 
stage  of  infection,  when  the  individual  has  progressed  to  AIDS,  the  virus  continues  to 
destroy  the  immune  system,  and  numerous  serious  and  life-threatening  opportunistic 
infections  and  malignancies  may  develop,  including  Pneumocystis  carinii  pneumonia 
(PCP),  cancer(s),  particularly  a  form  of  skin  tumor  called  Kaposi's  sarcoma  and 
lymphomas,  cytomegalovirus,  and  multiple  gastrointestinal  infections.7  While  the  body 
may  recover  from  any  one  of  these  infections,  it  is  continually  weakened  and  becomes 
more  susceptible  to  future  infections.*  In  addition,  the  virus  is  known  to  attack  the 
nervous  system,  potentially  causing  AIDS  dementia,  in  which  the  victim's  mental 
functions  are  slowly  destroyed  over  time.9 

In  1982,  the  Centers  for  Disease  Control  (CDC)  developed  a  definition  for  /JDS 
for  surveillance  purposes  that  relied  on  the  presence  of  certain  opportunistic  infections 
and  other  malignancies  resulting  from  an  impaired  immune  system.  In  1987,  this 
definition  was  revised  to  include  dementia  and  the  wasting  syndrome 
(i.e.,  emaciation).-'0 

Not  all  infected  individuals  who  present  clinical  symptoms  and  laboratory 
abnormalities  meet  the  CDC  criteria  for  AIDS,  but  medical  care  is  often  necessary  and 
beneficial  as  the  infection  progresses.  Current  research  is  examining  the  efficacy  of 
treatment  to  individuals  in  the  early  stages  of  HIV  infection. 

Treatment  for  HTV  Infection/AIDS 

Clinical  trials  are  currently  underway  to  determine  if  certain  drugs,  when 
adrninistered  earlier  in  the  disease  process,  will  slow  or  prevent  the  progression  to 
clinical  illness.    A  study  was  conducted  between  August  1987  and  May  1989  to 
evaluate  the  safety  and  impact  of  zidovudine  (i.e.,  AZT)  in  patients  with  mildly 
symptomatic  HIV  infection,  because  patients  with  symptoms  of  HIV  infection  and  a 
low  CD4  cell  count  have  been  shown  to  be  at  risk  for  progression  to  AIDS.  This 
study  provided  evidence  that  zidovudine  delayed  progression  of  the  HIV  infection,  and 
produced  little  toxicity  in  individuals  with  mildly  symptomatic  HIV  infection.72 

Recently,  clinical  trials  have  demonstrated  similar  benefits  for  individuals  in  earlier 
stages  of  infection.  Accordingly,  the  Department  of  Health  and  Human  Services 
(DHHS)  raised  the  CD4  cell  count  (used  as  an  indicator  for  the  administration  of 
zidovudine  and  other  therapies)  for  early  intervention  zidovudine  therapy  from  200  to 
500  cells  per  cubic  inillimeter  for  people  in  the  earlier  stages  of  infection.72  Recent 
research  has  provided  evidence  that  the  onset  of  AIDS  can  be  delayed  through  the 
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early  intervention  of  zidovudine  therapy  for  asymptomatic  HIV-positive  individuals.7-* 
Zidovudine  is  currently  the  only  recommended  antiviral  drug  for  the  treatment  of  HIV- 
infected  persons.74 

Drugs,  particularly  aerosolized  pentamidine  and  oral  trimethoprim- 
sulfamethoxazole,  have  been  shown  to  be  effective  in  treating  PCP.  PCP  is  the  most 
common  manifestation  of  AIDS,  and  a  major  and  recurring  cause  of  morbidity  and 
mortality  for  persons  infected  with  HIV.75  Much  attention  had  been  devoted  to  the 
prevention  of  recurring  episodes  of  PCP  in  the  previous  decade;  however,  attention 
today  has  shifted  to  therapeutic  care  during  the  asymptomatic  period  of  infection  to 
prevent  the  initial  onset  of  PCP.  Initial  studies  have  demonstrated  the  effectiveness  of 
this  approach.76 

Medical  Costs 

The  earliest  estimate  of  the  lifetime  cost  of  medical  care  for  AIDS,  based  on  the 
first  10,000  patients,  was  $147,000  and  included  only  hospital  care.77  This  estimate  is 
now  considered  to  be  too  high.  The  lifetime  medical  care  cost  of  treating  a  person 
with  AIDS  is  currently  estimated  to  be  approximately  $75,000,  assuming  that  the 
average  survival  is  15  months.  This  total  reflects  recent  increases  in  the  length  of 
survival  and  the  diffusion  of  costly  drug  therapies  (e.g.,  zidovudine  and  aerosol 
pentamidine).7*  The  number  of  individuals  who  have  been  diagnosed  with  AIDS  and 
who  are  estimated  to  be  HIV  infected  illustrate  a  serious  burden  that  is  being  placed 
on  the  health  care  system,  and  escalating  expenditures  are  a  growing  concern, 
particularly  to  the  Medicaid  program. 

Medicaid  Coverage  for  People  with  AIDS 

The  Medicaid  program  provides  health  care  coverage  for  a  sizable  proportion  of 
people  with  AIDS.  Medicaid,  which  is  financed  jointly  by  the  State  and  Federal 
governments,  is  the  largest  single  payer  of  direct  medical  care  services  for  people  with 
AIDS.79  Medicaid  is  estimated  to  cover  about  40  percent  of  people  with  AIDS 
nationally  at  any  given  time,  and  bears  approximately  25  percent  of  the  total  cost  for 
direct  medical  care  services.20 

Combined  Federal  and  State  Medicaid  expenditures  for  AIDS-related  care  in  FY 
1991  are  estimated  at  $1.69  billion  ($870  million  in  Federal  funds  and  $820  million  in 
State  funds).  It  is  anticipated  that  Federal  and  State  Medicaid  expenditures  for  AIDS- 
related  services  will  reach  $2.5  billion  per  year  by  FY  1993.27 

Most  individuals  with  AIDS  or  a  severe  HlV-related  illness  qualify  for  Medicaid 
coverage  by  meeting  the  disability  criteria  of  the  supplemental  security  income  (SSI) 
program.  For  SSI  eligibility,  people  who  have  been  diagnosed  with  AIDS  and  have 
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such  severe  symptoms  that  they  are  unable  to  work,  and  meet  income  and  resource 
standards,  are  considered  disabled.  In  States  with  a  medically  needy  program,  disabled 
people  who  do  not  qualify  for  SSI  may  still  become  eligible  for  Medicaid  because  of 
high  medical  expenses. 

Women  and  children  with  AIDS  may  qualify  for  Medicaid  coverage  through  the 
AFDC  or  SSI  disability  programs.  In  addition,  OBRA  1989  mandated  Medicaid 
coverage  to  pregnant  women  and  children  under  age  6  with  family  incomes  at  or  below 
133  percent  of  the  Federal  Poverty  Level  (FPL),  with  the  option  of  offering  Medicaid 
coverage  to  pregnant  women  and  infants  whose  family  incomes  are  above  133  percent 
but  do  not  exceed  185  percent  of  FPL.22  OBRA  1990  expanded  the  populations 
covered  by  Medicaid  further  by  requiring  States  to  phase  in  (over  a  period  of  12  years) 
Medicaid  coverage  of  children  up  to  age  19  whose  family  incomes  do  not  exceed  100% 
of  FPL  DHHS  recognizes  women,  children,  and  minorities  as  priority  populations  in 
terms  of  promoting  access  to  needed  health  care  services. 

Medicaid  eligibility  is  currently  limited  for  HIV-positive  individuals.  Primarily, 
only  individuals  who  have  been  diagnosed  with  AIDS  and  meet  other  criteria  may  be 
classified  as  disabled  and  eligible  for  services  under  the  Medicaid  program.  The 
Medicaid  program  generally  does  not  provide  coverage  for  individuals  who  are  infected 
with  HIV  but  who  have  not  been  diagnosed  with  AIDS  unless:  1)  they  currently  are 
eligible  through  the  AFDC  and  SSI  programs;  2)  they  are  eligible  as  a  result  of 
pregnancy  and  meet  the  income  requirements  of  the  Medicaid  program;  or  3)  they  are 
children  who  meet  the  income  and  age  requirements  of  Medicaid. 

In  addition,  under  section  4713  of  OBRA  1990,  States  may  pay  Consolidated 
Omnibus  Budget  Reconciliation  Act  (COBRA)  premiums,  where  cost  effective,  for 
individuals  who  qualify  as  COBRA  continuation  recipients,  subject  to  a  100  percent 
poverty  level  income  test  and  a  test  of  twice  the  SSI  resource  level.  This  provision 
would  cover  individuals  regardless  of  their  AFDC  or  SSI  linkage.  Medicaid  eligibility 
for  other  persons  in  the  early  stages  of  HIV  infection  who  have  not  progressed  to 
AIDS  is  generally  not  available. 

Recent  Funding  Developments  for  BTV-Related  Services 

DHHS  has  granted  $43  million  to  16  cities  with  2,000  or  more  cases  of  AIDS. 
The  funding,  authorized  under  title  I  of  the  Ryan  White  Comprehensive  AIDS 
Resources  Emergency  Act  of  1990,  is  to  enable  these  cities  to  expand  their  HIV 
programs  of  health  and  social  services.  The  chief  elected  official  in  each  city  that 
received  funding  must  appoint  a  planning  council  to  establish  a  comprehensive  plan  for 
organizing  and  delivering  HIV  services.  Recently,  supplemental  grants  for  cities  which 
demonstrated  additional  need  were  granted.  These  grants  are  to  be  targeted  to 


7 


preventing  unnecessary  institutional  care  and  improving  access  to  case  management 
and  transitional,  home  and  community-based  health  and  support  services  for  persons 
who  are  HIV-positive  or  who  have  AIDS. 

HI.  DEMONSTRATION  DESIGN 

Objectives 

The  overall  objective  of  this  demonstration  is  to  examine  the  appropriateness  and 
cost  effectiveness  of  providing  an  array  of  Medicaid-covered  services  to  individuals 
otherwise  not  eligible  for  Medicaid  who  have  tested  positive  for  the  presence  of  HIV, 
but  have  not  been  diagnosed  with  AIDS.  The  purpose  is  to  assess  whether  eligibility 
for  Medicaid  in  the  earlier  stages  of  HIV  infection  is  effective  in  reducing  Medicaid 
costs  of  care  in  the  later  stages  of  infection.  The  demonstration  will  measure  the  cost 
effectiveness  of  providing  a  variety  of  available  services,  as  medically  necessary  and 
appropriate,  in  addition  to  the  Medicaid  benefits  currently  available  in  the  State,  to 
individuals  who  meet  the  income  and  resource  requirements,  but  do  not  meet  other 
requirements  of  disability  under  section  1902  of  the  Act. 

Services  and  Benefits 

In  addition  to  the  medical  assistance  made  available  under  the  State  plan  to 
individuals  described  in  section  1902(a)(10)(A)  of  the  Social  Security  Act,  each 
demonstration  project  shall  provide,  as  deemed  medically  necessary  or  appropriate,  the 
following  services: 

general  and  preventative  medical  care  services  (including  inpatient,  outpatient, 
residential  care,  physician  visits,  clinic  visits,  and  hospice  care); 

prescription  drugs,  including  drugs  for  the  purposes  of  preventative  health 
care  services  (the  provision  of  investigative  new  drugs  (INDs)  is  permitted); 

counseling  and  social  services; 

substance  abuse  treatment  services  (including  services  for  multiple  substances 
abusers); 

home  care  services  (including  assistance  in  carrying  out  activities  of  daily 
living); 

case  management; 
health  education  services; 
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respite  care  for  caregivers; 

dental  services;  and 

diagnostic  and  laboratory  services. 

Persons  infected  with  HIV  orten  have  an  array  of  health  and  social  problems 
which  require  attention.  For  example,  infected  IV  drug  users  require  substance  abuse 
treatment  services,  as  well  as  services  related  to  their  infection  or  social  environment. 
The  diverse  needs  of  these  individuals  necessitate  a  coordinated  approach  to  care. 
Projects  will  provide  a  variety  of  services,  in  addition  to  the  Medicaid  benefits  currently 
available  in  the  State,  to  address  these  special  needs. 

Payment  will  not  be  available  under  the  demonstration  simply  for  room  and  board 
in  a  residential  setting.  In  addition,  it  is  not  intended  that  substance  abuse  treatment 
services  be  limited  to  illicit  drug  use.  Alcoholism  treatment  services  are  to  be  made 
available  to  demonstration  participants  with  alcohol  abuse  problems. 

Capitation  Rate  Setting 

Each  State  selected  for  award  shall  agree  to  pay  each  participating  entity  for  the 
services  provided.  The  legislative  mandate  requires  the  establishment  of  a  monthly 
payment  system  not  later  than  12  months  after  the  commencement  of  services  under 
the  demonstration  project,  based  on  the  average  per  capita  cost  of  services  provided. 
Applicants  must  describe  the  fee-for-service  rates  for  covered  services  that  will  be  used 
in  the  first  year  of  the  project  and  estimate  the  average  annual  cost  of  covered  services 
for  the  experimental  group.  In  addition,  applicants  must  describe,  in  detail,  how  the 
capitation  rate  will  be  determined,  including  the  analytic  approach  and  a  proposed 
schedule  for  setting  the  rate. 

Applicants  must  propose  a  prepaid  capitation-based  system  of  reimbursement. 
The  applicant  may  either  require  full  risk  for  all  services  provided,  provide  a  stop-loss 
reinsurance  arrangement,  or  may  opt  for  reconciliation  of  actual  costs  at  the  end  of 
each  project  year.  Applicants  should  recognize  that  projects  will  be  required  to 
submit,  annually,  detailed  person-level  cost  and  utilization  data  for  each  service 
provided  under  the  demonstration,  even  under  the  full  capitation  model. 

Target  Populations 

Eligible  individuals  include  those  who  have  tested  positive  for  the  presence  of  the 
HIV  virus,  regardless  of  risk  factors,  who  may  or  may  not  be  symptomatic,  and  whose 
income  and  resources  do  not  exceed  the  maximum  allowable  amount  for  eligibility  in 
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any  category  of  disability  under  the  State  plan  under  section  1902  of  the  Social 
Security  Act.  Eligible  participants  must  not  currently  be  receiving  State  or  Federal 
payments  for  medical  services,  or  other  payments  from  private  insurance  coverage,  and 
do  not  otherwise  have  access  to  early  intervention  services  before  becoming  eligible  for 
Medicaid  coverage  due  to  the  development  of  severe  ADDS-related  symptoms. 

Each  project  is  limited  to  200  experimental  participants.  Enrollment  of  eligible 
individuals  should  begin  once  waivers  under  the  demonstration  have  been  approved. 
Full  intake  should  be  complete  within  the  first  year  after  waivers  are  approved. 
During  the  enrollment  period  only,  it  will  be  permissible  to  replace  project  participants 
(both  experimental  and  control  group  participants)  who  drop  out,  or  are  otherwise  lost 
to  the  project. 

Project  Settings 

Projects  will  be  implemented  in  one  hospital,  and  at  least  one  other  nonprofit 
organization  with  demonstrated  records  of  case  management  of  patients  who  are  HIV- 
positive.  The  participation  of  more  than  one  hospital  and/or  nonprofit  organization  is 
permitted;  moreover,  participating  entities  may  subcontract  with  other  nonprofit 
organizations,  including  hospitals. 

Preference  will  be  given  to  proposals  that  include  the  active  involvement  of  an 
academic  or  consulting  organization,  or  established  HIV  service  coalition  with  data 
collection  capabilities  in  structuring  the  design  and  data  collection  methods  for  the 
project.  Participating  entities  must  agree  to  accept  a  capitated  monthly  payment  for 
services  provided,  based  on  the  average  per  capita  cost  of  services.  A  system  of 
monthly  payment  to  each  entity  will  be  instituted  not  later  than  12  months  after  the 
commencement  of  services  under  the  projects. 

Scheduling 

HCFA  expects  to  make  awards  to  two  demonstration  projects  by  May  of  1992. 
Applicants  should  view  this  date  as  the  anticipated  start  date.  In  terms  of  scheduling 
demonstration  tasks  and  activities,  applicants  shall  assume  a  6-month  development 
phase,  followed  by  a  3-year  operational  phase.  The  development  phase  will  enable 
awardees  to  establish  staff  and  other  program  needs  prior  to  the  delivery  of 
reimbursable  services.  At  the  conclusion  of  the  operational  phase,  there  will  be  a  3- 
month  phase-out  period  to  collect  final  data  and  transfer  data  to  HCFA  or  the 
designated  HCFA  evaluator. 
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Research  Design 

For  HCFA  to  assess  the  effects  of  providing  an  array  of  Medicaid-covered  services 
to  HIV-positive  individuals  who  would  not  otherwise  meet  the  requirements  of 
disability  under  section  1902  of  the  Act,  and  who  do  not  have  access  to  early 
intervention  services,  each  project  must  be  designed  to  enable  an  independent 
evaluation  to  be  performed. 

To  test  the  cost  effectiveness  of  providing  enhanced  Medicaid-covered  services  to 
individuals  in  the  early  stages  of  HIV  infection,  preference  will  be  given  to  applicants 
that  propose  a  randomized  design.  Projects  must  have  access  to  a  control  group  of 
individuals  who  are  HIV-positive,  and  who  are  not  receiving  any  private  or  public 
financial  assistance  for  early  treatment  services  before  developing  symptoms  of  AIDS. 
Therefore,  each  project,  if  employing  a  randomized  design,  must  enroll  approximately 
400  individuals  who  meet  these  characteristics.  Control  group  participants  would 
receive  the  Medicaid  benefits  available  in  the  State  if  their  condition  deteriorates  and 
they  meet  the  disability  and  financial  eligibility  criteria  of  the  State  Medicaid  program. 

Applicants  might  consider  stratifying  these  individuals  who  are  in  the  earlier  stages 
of  infection  by  severity  of  HIV  infection,  perhaps  in  the  following  fashion:  those  who 
are  asymptomatic  (yet  perhaps  present  laboratory  abnormalities,  or  early  signs  of 
impairment  of  their  immunological  systems),  and  individuals  who  are  in  the  later  stages 
of  infection  (i.e.,  those  who  present  symptoms  of  AIDS  or  opportunistic  infections 
related  to  AIDS),  but  who  have  not  been  diagnosed  with  full-blown  AIDS. 

In  a  randomized  design,  individuals  would  be  assigned  to  experimental  and  control 
groups.  Participants  in  each  experimental  group  would  receive  the  enhanced  package 
of  Medicaid-covered  services  as  deemed  medically  necessary  or  appropriate  in  the 
course  of  care  during  the  3  operational  years,  provided  they  continue  to  meet  income 
and  resource  requirements  for  Medicaid  eligibility. 

HCFA  recognizes  the  potential  difficulties  of  incorporating  a  randomized  design 
into  a  demonstration  of  this  nature.  Providers  generally  refer  individuals  who  have 
tested  positive  for  the  HIV  virus  for  appropriate  services  and  treatment,  thereby 
jeopardizing  the  potential  for  an  adequate  control  group.  Therefore,  although 
alternative  research  designs  would  not  offer  as  strong  an  analytical  approach  as  the 
randomized  design,  they  will  be  acceptable  provided  there  are  assurances  that 
complete  data  will  be  collected  for  the  control  group,  documenting  the  progress  of  the 
disease  and  its  associated  costs.  One  option  that  might  be  considered  is  a 
retrospective  review  of  patient  care  once  individuals  are  eligible  for  Medicaid  coverage 
through  an  examination  of  their  medical  records  and  other  secondary  data  to  serve  as 
a  basis  for  comparison. 
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Under  any  design  proposed,  the  control  group  must  not  be  denied  access  to 
services  currently  available  without  the  demonstration. 

Applications  submitted  under  this  solicitation  shall  state  clear  and  measurable 
goals  and  objectives  for  the  project,  including  hypotheses  to  be  tested.  Demonstrations 
must  be  able  to  address  the  questions  identified  below: 

1.  Is  the  provision  of  a  broad  range  of  Medicaid-covered  services,  (e.g.,  drug 
therapies)  in  addition  to  the  Medicaid  benefits  currently  available  in  the 
State,  to  experimental  participants  in  the  early  stages  of  HIV  infection  cost 
effective,  compared  to  the  costs  of  treatment  provided  to  control  group 
participants  in  the  later,  more  debilitating  stages  of  disease  (following  current 
Medicaid  eligibility  guidelines)? 

2.  What  is  the  best  approach  to  setting  capitation  rates  for  this  population,  and 
how  feasible  is  a  monthly  payment  to  participating  entities  based  on  the 
average  per  capita  cost  of  services? 

3.  What  is  the  difference  in  monthly  average  fee-for-service  costs  compared  to 
monthly  average  capitation  cost  of  services? 

Informed  Consent/Confidentiality 

Projects  must  incorporate  an  informed  consent  process  before  testing  and 
enrollment  of  individuals.  Projects  must  provide  potential  participants  with  appropriate 
counseling  regarding  HIV  infection  and  ADDS,  based  on  the  most  recently  available 
data,  and  counseling  on  the  following: 

encouraging  the  individual,  as  appropriate,  to  undergo  testing; 

the  accuracy  and  reliability  of  testing  for  HIV  infection; 

the  significance  of  test  results,  including  the  potential  for  developing  AIDS; 

the  benefits  of  testing,  including  the  medical  benefits  of  early  identification  of 
HIV  infection,  and  of  receiving  early  intervention  services  during  the  early 
stages  of  infection. 

Projects  will  test  a  potential  participant  for  the  HIV  infection  only  after  obtaining 
a  signed  statement  from  the  individual  declaring  that  the  individual  had  undergone 
counseling  and  had  consented  to  testing.  If  subsequent  testing  for  HIV  infection 
results  in  a  positive  finding,  projects  must  provide  appropriate  counseling  to  those 
individuals  regarding  the  availability  of  early  intervention  services  through  this 
demonstration.  Projects  must  clarify  that  Medicaid-covered  services  will  only  be 
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available  to  those  who  are  enrolled  into  the  experimental  group,  and  that 
demonstration  participants  initially  have  an  even  probability  of  entering  either  the 
experimental  or  the  control  group. 

If  the  demonstration  site  is  currently  assuming  the  costs  of  HIV  screening,  then 
these  costs  should  continue  to  be  borne  by  the  site  and  will  not  be  eligible  for 
Medicaid  matching  funds  or  demonstration  funding. 

Projects  must  be  particularly  sensitive  to  the  importance  of  confidentiality  with 
programs  involving  the  participation  of  HIV-positive  individuals.  Proposals  should 
specify  how  the  confidentiality  of  all  participant  records  will  be  maintained  throughout 
the  demonstration. 

Data 

As  part  of  the  demonstration  design,  the  applicant  must  fully  describe  all  relevant 
data  to  be  collected,  both  data  the  applicant  will  use  to  monitor  the  project,  and  data 
that  will  be  provided  to  the  independent  evaluator  in  assessing  the  success  of  the 
project.  Access  to  each  participant's  medical  record  is  a  necessary  component  of  this 
demonstration.  Applicants  must  assure  that  these  records  will  be  available.  After 
award  of  the  cooperative  agreement  and  prior  to  award  of  waivers,  HCFA  may  impose 
specific  data  and  reporting  requirements  that  each  project  will  have  to  adhere  to.  In 
addition,  HCFA  may  require  a  uniform  methodology  for  classifying  project  participants 
by  "stage"  of  infection  (e.g.,  CDC  classification  system,  Walter  Reed  staging  system). 

HCFA  or  its  designated  evaluation  contractor  may  track  the  service  utilization, 
costs,  and  health  status  of  demonstration  participants  (both  experimental  and  control 
group  participants)  beyond  the  demonstration  termination  date.  Accordingly,  grantees 
must  agree  to  provide,  at  a  minimum,  access  to  all  medical  data,  if  required  for  an 
extended  followup  of  participants. 

The  applicant  must  describe  either  a  system  currently  in  place,  or  a  system  that 
will  be  developed  as  part  of  the  demonstration,  that  is  capable  of  producing  individual 
level  use  and  cost  data  (for  all  services  provided  under  the  demonstration)  for  both 
experimental  and  control  participants.  This  system  is  essential,  both  for  use  by  the 
independent  evaluator  and  for  use  by  demonstration  staff  in  preparing  quarterly  and 
annual  reports  that  must  be  submitted  to  the  HCFA  project  officer.  Further 
information  on  these  required  reports  is  presented  later  in  this  solicitation. 

IV.  EVALUATION 

The  evaluation,  to  be  conducted  by  an  independent  evaluator  selected  by  HCFA, 
will  assess  each  demonstration  site,  as  well  as  making  cross-site  comparisons  relating 
to: 
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the  extent  to  which  early  intervention  services  prolong  the  initial, 
asymptomatic  stage  of  infection,  or  inhibit  participants'  further  deterioration; 

the  demonstration's  impact  on  experimental  participants'  quality  of  life  and 
longevity,  as  compared  to  individuals  in  the  control  group; 

the  extent  to  which  the  demonstration  provides  appropriate,  coordinated 
approaches  to  care  for  participants  in  the  early  stages  of  HIV  infection  and 
the  cost  effectiveness  of  such  care  as  compared  to  the  costs  of  the  Medicaid 
benefit  package  currently  available  in  the  State  which  is  provided  in  the  later, 
more  debilitating  stages  of  the  infection  (as  under  current  Medicaid 
guidelines); 

the  feasibility  of  employing  a  monthly  payment  based  on  the  average  per 
capita  cost  of  services;  and 

the  impact  of  the  demonstration  in  terms  of  costs  to  the  Medicaid  program. 
V.  FUNDING 

Two  projects  (no  more  than  one  per  State)  will  be  selected  for  funding.  The 
Federal  share  of  benefits  paid  and  expenses  incurred  under  title  XIX  of  the  Act  for 
both  demonstration  projects  shall  be  limited  to  $5  million  in  Federal  expenditures  for 
services  in  FY  1991,  $12  million  in  FY  1992,  and  $13  million  in  FY  1993.  No  later 
than  12  months  after  commencement  of  services  under  the  demonstration  projects,  a 
system  of  monthly  payment  to  each  entity,  based  on  the  average  per  capita  cost  of 
services,  will  be  instituted.  HCFA  will  place  a  limit  on  each  project's  budget  to  assure 
that  the  total  limit  is  not  exceeded.  These  funds  will  be  used  to  cover  the  Federal 
share  of  services  and  benefits  provided  under  the  demonstration,  as  well  as  the  Federal 
share  of  routine  administration  and  monitoring  activities  that  are  directly  related  to 
provision  of  services  and  benefits. 

In  addition,  HCFA  will  make  available  to  each  project  approximately  $100,000  for 
the  developmental  phase  and  approximately  $50,000  for  the  phaseout  period.  Each 
project  shall  be  limited  to  approximately  $300,000  for  the  first  operational  year  of  the 
demonstration,  and  $200,000  in  each  of  the  final  2  years  of  the  demonstration.  Funds 
during  the  developmental  phase  will  be  used  to  pay  for  demonstration-related 
administrative  activities.  Funding  for  subsequent  years  will  be  available  for 
administrative  and  evaluation-related  activities  (preparation  of  reports,  data  collection 
for  the  evaluation,  etc.). 

As  with  all  grants  and  cooperative  agreements,  funding  is  awarded  for  a  period  of 
1  year,  with  funding  for  subsequent  years  to  be  continued  on  a  noncompetitive  basis. 
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However,  the  continuation  of  funding  is  contingent  upon  the  availability  of  future  year 
funds,  the  applicant's  ability  to  meet  prior  year  objectives,  and  the  continued  relevance 
of  the  project  to  HCFA  programs. 

Applicants  should  note  that  the  Congressional  mandate  specifies  3  operational 
years  of  the  demonstration,  and  authorizes  Federal  matching  funds  for  FYs  1991,  1992, 
and  1993.  Since  services  under  the  demonstration  will  not  begin  until  FY  1993, 
Congress  will  have  to  authorize  funds  for  FYs  1994  and  1995  in  order  to  carry  out  a 
3-year  operational  demonstration.  Applicants  should  be  aware  that  if  funding  is  not 
authorized  for  FYs  1994  and  1995,  the  demonstration  will  be  terminated.  The 
research  and  demonstration  funds  for  evaluation-related  costs  have  been  budgeted  for 
all  4  years  of  the  project. 

Forms  and  complete  instructions  for  completing  the  budget  portion  of  the  package 
and  a  complete  waiver  preparation  package  are  enclosed.  Applicants  must  provide 
separate  budgets  for  each  year  as  depicted  in  Table  1. 

VI.  WAIVERS 

The  following  waivers  may  be  granted  to  enable  applicants  to  develop  projects: 

•  Section  1902(a)(1)  of  the  Act,  42  CFR  431.50  waiver  of  statewideness,  to 
permit  implementation  of  the  demonstration  in  specific  areas  of  the  State 
only. 

•  Section  1902(a)(10)(B)  of  the  Act,  42  CFR  440.240  waiver  of  comparability  of 
amount,  duration,  and  scope,  to  permit  modification  of  services  exclusively  to 
participants  in  the  demonstration. 

Under  authority  of  section  1115(a)(2)  of  the  Act,  expenditures  which  would 
otherwise  not  be  included  as  expenditures  under  section  1903  may,  for  the  duration  of 
the  demonstration,  be  regarded  as  expenditures  under  the  State  title  XIX  plan.  This 
includes  expenditures  to  provide  Medicaid  coverage  to  individuals  who  would  be 
otherwise  excluded  by  virtue  of  section  1903(m). 

It  is  possible  to  waive  Federal  statutes  and  regulations  under  the  Medicaid 
program  to  allow  for  the  provision  and  payment  of  services  that  are  not  usually 
permitted  under  Federal  regulations  or  State  plans.  States  requesting  waivers  under 
proposed  projects  must  define  the  waivers  which  are  required,  discuss  the  impact  of 
the  waivers  on  program  expenditures  (i.e.,  estimate  service  costs  with  and  without 
waivers),  state  the  effect  on  Federal,  State  and  local  laws,  and  discuss  the  impact  on 
Medicaid  recipients  enrolled  in  the  project. 


15 


Waivers  may  be  granted  for  multiple-year  periods.  They  may,  however,  be 
withdrawn  if  the  project  is  terminated  or  if  the  funding  is  not  extended.  States  must 
share  in  the  costs  of  Medicaid  services  rendered,  based  on  the  State's  medical 
assistance  matching  rate. 

It  is  expected  that,  by  the  end  of  the  demonstration,  each  project  may  have 
participants  who  do  not  meet  the  qualifying  criteria  of  the  SSI  program,  but  who  are  in 
need  of  continuing  treatment  services.  Applicants  should  describe  efforts  that  will  be 
made  to  assure  that  participants  continue  to  receive  necessary  treatment  services 
beyond  the  end  of  the  demonstration. 

Applicants  must  assure  that  funding  will  be  available  to  match  the  cost  of  services 
provided  to  demonstration  participants.  Applicants  must  specify  what,  if  any,  special 
appropriation  or  legislative  action  that  would  be  necessary  to  implement  this 
demonstration  project.  Special  consideration  will  be  given  to  applicants  that  do  not 
require  such  actions  in  order  to  implement  a  project  under  this  demonstration. 

VII.  PROCEDURES  AND  CRITERIA  FOR  SELECTING  PROJECTS  FOR  AWARD 

HCFA's  award  decisions  are  based  on  the  recommendations  of  technical  review 
panels  that  evaluate  the  merits  of  applications. 

In  addition  to  completing  the  standard  application  forms  supplied  by  HCFA,  each 
application  must  contain  an  application  narrative  that  follows  the  outline  below: 

APPLICATION  NARRATIVE 

A.  Project  Title 

B.  Brief  Abstract/Summary  Statement  (one  or  two  pages)  which  should  concisely 
describe  the  objectives  and  expected  outcomes  of  the  project. 

C.  Project  Narrative  not  to  exceed  75  typewritten  pages,  and  no  more  than  50  pages 
of  relevant  appendices,  encompassing  the  following: 

i.     Purpose  of  Project/Statement  of  Problem  and  its  Importance:  Describe  the 
community  that  the  demonstration  is  expected  to  serve  (e.g.,  target  population, 
location,  socioeconomic  characteristics,  ethnic  minority  composition),  and  the 
average  number  of  individuals  with  AIDS  admitted  to  the  participating  hospital 
during  the  most  recent  12-month  period  for  which  data  is  available.  Describe 
other  funding  mechanisms  for  HIV-positive  individuals  and  those  with  full-blown 
AIDS,  including  services  available  under  the  Medicaid  State  plan  and  how  any 
funding  from  the  Ryan  White  Comprehensive  AIDS  Resources  Emergency  Act  of 
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1990  is  being  utilized.  Demonstrate  an  ability  to  target  the  required  number  of 
eligible  individuals  and  discuss  how  case  management  is  currently  being  employed. 
Describe  how  the  demonstration  will  enhance  current  efforts  to  address  the 
problem. 

ii.  Description  of  Treatment  Program:  Provide  a  description  of  each  major 
component  of  the  proposed  project:  (1)  the  State  income  and  resource 
requirements  for  the  disabled;  (2)  a  description  of  the  population  to  be  targeted, 
and  how  they  will  be  targeted  (e.g.,  voluntary  screening  program),  the  primary  risk 
factor  associated  with  HIV  infection;  (3)  the  settings  in  which  the  project  is  to  be 
conducted;  (4)  intake  procedures  that  will  be  implemented  (including  informed 
consent  processes);  (5)  methods  to  ensure  confidentiality  of  all  records; 

(6)  therapies  that  are  available  and  protocol  for  their  use  (i.e.,  guidelines 
concerning  which  persons  are  to  receive  services  and  when  particular  regimens  are 
to  be  used);  (7)  proposed  methodology  for  classifying  participants  by  "stage"  of 
infection  (e.g.,  CDC  classification  system,  Walter  Reed  staging  system);  and 
(8)  methodology  to  assure  coordination  of  medical  and  social  support  care. 

iii.  Description  of  Ratesetting:  The  fee-for-service  rates  for  all  covered  services 
must  be  provided,  as  well  as  the  estimated  annual  cost  for  experimental 
participants.  In  addition,  describe  in  detail  how  the  capitation  rate  will  be 
determined,  including  the  analytic  approach  and  a  proposed  schedule  for  setting 
the  rate. 

iv.  Research  Questions  and  Methods: 

1.  Hypotheses 

2.  Study  Design 

3.  Comparable  Control  Group(s)  -  Criteria  and  Method  of  Selection 

Include  a  description  of  the  proposed  organizations  to  be  involved  in  the 
demonstration,  including  academic  or  consulting  organizations,  or  established  HIV 
service  coalitions  with  data  collection  capabilities,  that  will  provide  assistance; 
letters  of  agreement  or  support  must  be  included. 

v.  Evaluation  and  Analysis  Plan:  Include  a  description  of  the  experimental  and 
control  groups.  Describe  the  service,  cost,  and  utilization  data  that  will  be 
collected  for  both  groups  and  the  methods  that  will  be  employed  to  collect  the 
data. 

vi.  Work  Plan: 


1.    Description  of  Tasks 
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2.  Time  Schedule  (schedule  for  completing  all  major  aspects  of  the  project, 
including  enrollment  of  eligible  individuals,  determining  capitated  payment 
rates,  etc.) 

3.  Level  of  Personnel  Effort 

4.  Barriers  to  Implementation  (includes  any  State  legislative  action  or  new 
appropriation  for  implementation  of  project) 

5.  Waivers  Requested 

6.  Phase-Down  Plan  (includes  provisions  for  attempting  to  provide 
continuing  treatment  for  participants) 

vii.  Project  Staff: 

1.  Qualifications  of  Key  Staff 

2.  Organizational  Chart 

viii.   Implementation  Potential  (including  the  expected  use,  generalizability, 
applicability,  and  dissemination  of  the  demonstration  findings). 

D.  References  and  Appendices 

E.  Waiver  Cost  Estimate 

Additional  information  regarding  the  preparation  of  an  effective  Project  Narrative 
and  the  application  package  is  contained  in  the  "Guide  for  Potential  Applicants: 
Cooperative  Agreements  and  Grants"  that  is  enclosed  with  this  solicitation. 

SCORING  CRITERIA 

Based  on  the  information  contained  in  the  Project  Narrative  and  other  application 
materials,  the  following  criteria  will  be  used  to  arrive  at  an  award  decision: 

L    Project  Methodology  and  Design  (35  points) 

The  adequacy  of  the  demonstration  design  and  methodology,  including  a  clear  and 
concise  statement  of  goals  and  objectives,  a  discussion  of  how  the  experimental  and 
control  group(s)  will  be  identified;  a  clear  explanation  of  the  informed  consent  process; 
a  detailed  schedule  for  the  attainment  of  key  milestones  (e.g.,  achieving  full  enrollment, 
establishing  the  monthly  capitated  rate);  a  description  of  how  existing  or  planned  data 
systems  that  are  capable  of  supporting  the  demonstration  and  evaluation-  including 
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data  sources  and  data  elements  that  will  be  gathered  for  both  the  participant  and 
control  groups-and  how  the  confidentiality  of  data  will  be  maintained. 

2.  Delivery  System  Capability  (35  points) 

Special  appropriations  or  State  legislative  actions  required  for  implementation  of 
the  project;  the  adequacy  and  appropriateness  of  entities  participating  in  the  project;  a 
description  of  personnel  requirements  (clearly  linking  responsibilities  and  level  of  effort 
to  tasks);  a  demonstrated  record  of  case  management  of  individuals  who  have  tested 
positive  for  the  HIV  virus;  evidence  that  required  numbers  of  eligible  individuals  will 
be  targeted  and  enrolled  within  the  first  year  of  award;  methodology  for  coordinating 
medical  and  social  services;  therapies  available  and  protocol  for  their  use;  proposed 
methodology  for  classifying  participants  by  "stage"  of  infection;  methodology  to  assure 
coordination  of  medical  and  social  support  care;  a  description  by  category  of  the  total 
Federal  funds  required  to  conduct  the  project;  and  funds  required  for  each  budget 
period. 

3.  Research  Design  (20  points) 

The  applicant  proposes  a  randomized  design,  or  proposes  a  feasible  alternative 
design.  In  addition,  the  applicant  provides  assurances  that  participant  clinical/medical 
records  will  be  accessible  and  that  all  necessary  data  will  be  collected. 

4.  Knowledge/Experience/Capability  in  Area  (10  points) 

The  qualifications  of  key  staff  and  the  extent  to  which  the  applicant  has  prior 
experience  with  similar  projects  and  indicates  a  knowledge  and  understanding  of 
previous  work  in  the  area.  This  includes  organized  HIV  service  coalitions  with  data 
collection  capabilities,  or  academic  institutions  involved  with  the  demonstration,  if 
applicable. 

VH1.  REPORTS 

Quarterly  and  annual  reports  summarizing  the  progress  to  date  must  be  submitted 
to  ORD  and  to  the  Office  of  Acquisitions  and  Grants  of  HCFA's  Office  of  Budget  and 
Administration. 

At  a  minimum,  the  quarterly  and  annual  reports  must  include: 

a  narrative  section  describing  demonstration  activities  (tasks  begun  and 
completed,  problems  encountered,  solutions  to  these  problems,  activities 
planned  for  the  following  quarter,  etc.); 
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claims  data  on  the  number  and  type  of  specific  services  used  by 
demonstration  participants  and  control  group  members; 

demonstration  expenditures,  including  breakdowns  of  waiver  service  costs  and 
administrative  costs;  and 

additional  data  on  clinical/functional  characteristics  of  participants. 

These  reports  will  be  used  in  the  evaluation  of  the  demonstration  and  will  allow 
both  HCFA  and  the  State  to  monitor  project  costs  on  an  ongoing  basis  to  ensure  that 
expenditures  stay  within  limitations.  Annual  reports  must  provide  a  summary  of  the 
same  information  for  a  1-year  period. 

Three  months  prior  to  the  end  of  the  developmental  phase,  successful  applicants 
must  provide  a  detailed  protocol.  The  protocol  must  include  all  data  instruments  to  be 
used  (client  encounter  forms  and  cost  reports  by  function  category). 

When  a  project  is  completed,  each  awardee  must  submit  a  final  report.  The 
report  must  contain  a  project  description,  and  must,  at  a  minimum,  include  the 
following: 

Identification  of  the  project  director,  grant  number,  and  title  of  the  project; 

A  complete  description  of  initial  hypotheses  and  objectives; 

A  description  of  the  developmental,  operational  and  phase-down  periods  of 
the  demonstration; 

The  results  of  the  demonstrations; 

A  list  of  the  publications  resulting  from  the  project; 

Acknowledgment  of  the  support  received  from  HCFA  and  a  disclaimer  to  the 
effect  that  the  findings  do  not  necessarily  reflect  policies  of  HCFA; 

An  executive  summary  of  the  report  in  camera-ready  format. 

EX.      APPLICATION  PROCEDURE 

A.    Submitting  Application 

The  original  and  two  copies  of  the  application  are  to  be  submitted.  State 
Agencies  must  include  a  statement  in  the  project  title  block  that  the  application  is  in 
response  to  the  special  solicitation  for  projects  to  provide  Medicaid  coverage  for  HIV- 
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positive  individuals.  This  designation  must  also  be  marked  clearly  on  the  outside  of 
the  package  or  envelope.  Applications  should  be  submitted  to  the  Office  of 
Acquisitions  and  Grants  at  the  address  shown  in  the  address  section  at  the  beginning 
of  this  preamble.  The  grant  application  forms  SF-424  have  been  approved  by  the 
Office  of  Budget  and  Administration  under  approval  No.  0348-0043. 

B.    Closing  Date  and  Time 

The  closing  date  for  receipt  of  applications  is  February  10,  1992.  Applications 
mailed  through  the  U.S.  Postal  Service  of  a  commercial  delivery  service  will  be  "on 
time"  if  they  are  received  on  or  before  the  closing  date,  or  postmarked  (first  class 
mail)  by  February  10,  1992  and  received  in  time  for  submission  to  the  technical  review 
panel.  Because  of  the  importance  of  the  postmark,  we  encourage  applicants  to 
request  that  the  post  office  provide  a  legible  postmark.  If  express,  certified,  or 
registered  mail  is  used,  the  applicant  should  obtain  a  legible  dated  mailing  receipt  from 
the  U.S.  Postal  Service.  Private  metered  postmarks  are  not  acceptable  as  proof  of 
timely  mailings.  Applications  that  are  hand-delivered  must  be  received  by  the  closing 
date  and  time. 
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Table  1 

DEMONSTRATION  YEAR  (INDICATE  TIME  PERIOD) 


Federal 

Medical  Assistance  State  Special  Federal 

ITEM  Percentage  (FMAP)         Funding         Project  Funding 

Total  Funding      $  $  $ 

Proposed 

Personnel 
Claims 

Administration 

Other  Costs 
Related  to 
Administration  of 
Project  or  Support 
of  Evaluation 


Applicants  must  prepare  two  budgets:  one  for  services  to  be  provided  under  the 
demonstration  to  experimental  participants,  and  all  other  items  subject  to  the  regular 
Federal  match,  and  a  separate  budget  for  which  up  to  100  percent  Federal  funding  is 
requested  to  support  the  implementation  of  the  demonstration  project. 

All  of  the  above  costs  will  be  subject  to  the  regular  Federal-State  match  except  for  the 
category  "Other  Costs  Related  to  Administration  of  Project  or  Support  of  Evaluation". 
Up  to  100  percent  Federal  funding  may  be  requested  to  offset  State  costs  for 
administration/evaluation  activities  (e.g.,  data  collection  for  the  evaluation,  preparation 
of  reports,  etc.)  only. 

Applicants  must  budget  according  to  specific  phases  occurring  throughout  the  project 
year.  For  example,  the  first  project  year  will  include  a  6  month  development  phase, 
and  6  months  of  operational  services.  The  first  year  budget  should  provide  a 
breakdown  of  costs  by  these  phases. 
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